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ABSTRACT
Introduction Violence against women is a global
public health concern; around a quarter of women will
experience intimate partner physical or sexual violence
during their lifetime. We assessed the impact of a gender
transformative intervention for women designed to prevent
intimate partner violence (IPV).
Methods We conducted a cluster randomised controlled
trial in Mwanza city, Tanzania, among women in newly
formed neighbourhood groups to evaluate a 10-session
participatory intervention that aims to empower women,
prevent IPV and promote healthy relationships. Following
a baseline interview, groups were randomly assigned (1:1
ratio) to the intervention or control arm. An intention-to-
treat analysis was conducted to assess the impact of the
intervention on the main outcomes, assessed 24 months
postintervention. These included past-year physical IPV
and sexual IPV (primary); past-year emotional abuse; and
acceptability and tolerance of IPV.
Results Between September 2015 and February 2017,
1265 women were recruited in 66 neighbourhoods and
randomly allocated to intervention (n=627 women in
33 neighbourhoods) or control (n=638 women in 33
neighbourhoods). Assessment of outcomes was completed
for 551 (88%) intervention and 575 (90%) control women.
Among intervention women, 113 (21%) reported physical
IPV compared with 117 (20%) control women (adjusted OR
(aOR) 0.98, 95% CI 0.72 to 1.33, p=0.892), and 109 (20%)
intervention women reported sexual IPV compared with
121 (21%) control women (aOR 0.98, 95% CI 0.72 to 1.32,
p=0.881). Intervention women reported less emotional
abuse (aOR 0.74, 95% CI 0.56 to 0.98, p=0.035), and were
less likely to express attitudes accepting of IPV (aOR 0.49,
95% CI 0.36 to 0.66, p<0.001), and beliefs that IPV is a
private matter (aOR 0.54, 95% CI 0.38 to 0.78, p=0.001),
or should be tolerated (aOR 0.48, 95% CI 0.34 to 0.66,
p<0.001).
Conclusion These results indicate that the intervention
was effective in reducing emotional abuse and positively

Key questions
What is known already?
►► Global estimates based on prevalence data from

2000 to 2018 indicate that around a quarter of
women who have ever been in a relationship have
experienced physical and/or sexual violence from a
current or former intimate partner.
►► There is a growing body of evidence from randomised controlled trials that interventions for
women that combine social empowerment or gender transformative interventions with economic
strengthening are effective in preventing intimate
partner violence.
►► A previous trial of the MAISHA gender transformative intervention, delivered to women in established
microfinance groups, showed a positive impact on
women’s past-year experience of physical intimate
partner violence and on their attitudes and beliefs
about intimate partner violence.

What are the new findings?
►► In this second trial of the MAISHA intervention, wom-

en living in the same neighbourhood were formed
into groups to receive the intervention. There was
a positive impact on women’s attitudes and beliefs
about violence, and on their past-year experience of
emotional abuse from an intimate partner.
►► Though there were anecdotal reports from intervention arm women of improvements in their relationships, the intervention did not lead to measurable
reductions in their past-year experiences of physical
or sexual intimate partner violence.

impacting attitudes and beliefs condoning IPV, but was not
sufficient to reduce physical or sexual IPV.
Trial registration number NCT02592252.
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What do the new findings imply?
►► This trial, combined with the first MAISHA trial, provides evidence

that while a gender transformative intervention alone may not be
sufficient to reduce physical or sexual intimate partner violence,
the same intervention in the context of economic strengthening of
women is effective in reducing physical violence.
►► These findings add to mounting evidence that combining gender
transformative interventions with economic strengthening programmes has a positive impact on intimate partner violence.

INTRODUCTION
Violence against women has been described by WHO as a
‘global public health problem of epidemic proportions’.1
The most common form of violence against women is
intimate partner violence (IPV) with the most recent
estimates from population surveys indicating that, worldwide, around a quarter of women have experienced physical and/or sexual violence from an intimate partner in
their lifetime.2 The negative impacts of IPV on physical
and mental health are considerable for women and their
families.1 3–5
There is a growing body of rigorous evidence demonstrating that IPV is preventable.6 7 Much of this research
has been conducted in sub-
Saharan Africa,8 which is
among the world regions with the highest rates of IPV.9
One of the first randomised controlled trials (RCTs)
was the Intervention with Microfinance for AIDS and
Gender Equity (IMAGE) trial, implemented in rural
South Africa.10 The intervention combined group-based
microfinance with a participatory gender and HIV
training programme. In a cluster RCT IMAGE was shown
to reduce women’s past year experience of physical and/
or sexual IPV by 55% over a 2-year period. In addition,
levels of household poverty were significantly reduced,
and participants were more empowered as evidenced by
greater self-confidence, autonomy in decision making,
and increased ability to challenge gender norms when
compared with women in the control population.10
Population surveys have revealed high levels of IPV
against women in Tanzania, with almost 30% of ever-
partnered women having experienced physical and/
or sexual IPV in the year prior to the survey.11 Recent
estimates from WHO indicate that violence remains high
in Tanzania: 38% (95% uncertainty interval: 28%–50%)
of ever-married or partnered women aged 15–49 years
have experienced physical and/or sexual IPV in their
lifetime, and 24% (95% uncertainty interval: 16%–35%)
have experienced it in the past 12 months.2 Effective
prevention interventions are urgently needed to address
this public health crisis. Because the IMAGE model was
a combined microfinance-
training intervention, it was
difficult to know the extent to which the observed effect
on IPV was attributable to the different components of
the intervention. Inspired by the IMAGE study, we aimed
to better understand the relative and combined effects
2

of economic and social empowerment interventions in
Tanzania on women’s experience of IPV. We previously
reported the results of a trial investigating the effect of
the MAISHA social empowerment group-based intervention on experiences of IPV among women taking part in
a microfinance loan scheme. We found that the intervention was associated with a reduction in reported physical
or sexual IPV, although the effect was greater for physical
IPV.12 In this second separate trial, we assessed the effect
of the same intervention on experiences of IPV among
women living in the same neighbourhood who were not
engaged in a formal microfinance loan scheme.
METHODS
Trial design
We conducted a cluster RCT in Mwanza city, north-
western Tanzania in close collaboration with local community leaders. The background, design and methods are
described in detail elsewhere.13 The trial team worked
with community leaders to identify suitable neighbourhoods across the city in which to form groups of women
who would be eligible to participate in the trial. Once a
potential neighbourhood had been identified, MAISHA
team members worked with local leaders to identify and
visit households in the neighbourhood in order to invite
potentially eligible women to attend information meetings. Women who were interested in taking part were
invited to attend subsequent meetings to obtain detailed
information about the trial, including the overall aim
and objectives, eligibility criteria and trial procedures.13
Women were eligible for inclusion if they were aged
20–50 years, resident in Mwanza for 2 years or more, not
a member of formal microfinance loan group scheme
in the past 12 months, and were fluent in Swahili. We
excluded women who were formally employed so the
population would be more comparable with the previous
MAISHA CRT01 trial population,12 and be available to
attend intervention sessions. Research staff met with
potentially eligible women to go through the participant
information sheet explaining the purpose of the trial and
the procedures. Women who demonstrated comprehension of the trial procedures and agreed to take part were
invited to sign the consent form (online supplemental
material 1). Within each neighbourhood, we aimed to
recruit around 15–20 women.
Safety
The trial was designed following WHO recommendations on researching violence against women.14 To ensure
women’s safety, trained staff interviewed participants
in private, and maintained regular contact with them
throughout the trial. A referral system was established
to assist women who reported experiencing violence to
access appropriate services and support. Information
about local support services was provided to all participants irrespective of whether they reported experiencing
violence.
Harvey S, et al. BMJ Global Health 2021;6:e004555. doi:10.1136/bmjgh-2020-004555
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Procedures
The trial timeline is outlined in figure 1. Prior to randomisation, we conducted a face-to-face interview with each
participant using a structured questionnaire adapted
from the WHO Violence Against Women instrument,11
which has also been widely used in Demographic and
Health Surveys and other IPV prevention intervention trials.10 15 16 The questionnaire was translated into
Swahili (the national language) and independently back-
translated into English for validation. Interviews were
conducted in private by female interviewers trained in
interviewing techniques, gender issues, violence and
ethical issues related to research on IPV.14
Women in neighbourhoods allocated to the intervention arm participated as a group in the 10-session
MAISHA intervention following the Wanawake na Maisha
(which means ‘women and life’ in Swahili) curriculum,
which was developed by EngenderHealth (an international non-
profit organisation focussing on gender
equity and reproductive health—www.
engenderhealth.
org) in collaboration with the research team, drawing
on other published curricula, including Sisters for Life
from IMAGE. The MAISHA intervention was designed to
be participatory and reflective, and aimed to empower
women, prevent IPV, and promote healthy relationships
by: increasing knowledge and awareness (eg, of the
consequences of normative attitudes to gender and IPV);
developing relationship skills (eg, communication and
conflict resolution); and improving group dynamics and
stability (eg, increased peer support and social capital).
The 10-
session MAISHA intervention (outlined in
figure 2) was delivered to the 33 intervention arm groups
on alternate weeks over a 20-week period. Each session
lasted between 1.5 and 2 hours. Venues were selected
to be convenient to participants, with sessions generally
Harvey S, et al. BMJ Global Health 2021;6:e004555. doi:10.1136/bmjgh-2020-004555

taking place at the group leader’s house or in a quiet area
of a local café or guesthouse. Sessions were delivered by
trained female facilitators, following the Wanawake Na
Maisha curriculum which provides detailed guidance for
each session. Facilitators were recruited and trained by the
research team and EngenderHealth, allowing them time
to become very familiar with the curriculum materials
and to practise and develop effective facilitation skills.
Refresher training was provided by EngenderHealth
during the trial. Intervention delivery was monitored by
the trial coordinator and senior research team members.
Curriculum facilitators maintained session attendance
registers to monitor attendance and ensure that sessions
were attended by intervention arm women only, thereby
minimising the potential for contamination.
The curriculum facilitators had no contact with women
in neighbourhoods allocated to the control arm. However,
to minimise the risk of attrition bias, the research team
maintained regular contact with both intervention and
control arm women during the 2-year period between
the end of the intervention and assessment of outcomes.
The impact of the intervention was assessed through
interviews conducted 29 months postrandomisation
with both trial arms (24 months after groups completed
intervention activities). Interviews were conducted face-
to-
face using the same structured questionnaire as at
baseline, and following the same procedures. Wanawake
Na Maisha curriculum facilitators were not involved in
collection of baseline data or trial outcome assessments.
Outcomes
The primary outcomes were women’s reports of past
year physical IPV and past-year sexual IPV. The original
primary outcome was a composite of past year physical
and sexual IPV. However, this was revised in light of the
results of MAISHA CRT0112 and evidence from other
violence prevention trials15 16 indicating limited impact
on sexual IPV, a pattern that was hypothesised from the
outset of the SASA! trial.17 It was decided, therefore, that
reported past year experience of physical IPV and sexual
IPV should be evaluated as separate primary outcomes
at 29 months postrandomisation (24 months postintervention). A favourable opinion for this amendment
was received from the ethics committee before the end
of follow-
up and prior to analysis of data. Secondary
outcomes were emotional abuse, three measures of IPV
related attitudes and beliefs, and past year disclosure of
IPV among women who reported past year experience of
physical/sexual IPV. Details of questionnaire items used
to construct the outcomes are presented in Table 1.
Sample size
It was calculated that a sample size of 33 neighbourhood
clusters per trial arm with an average of 20 participants
per cluster (allowing for 10% loss to follow-up) would
provide 80% power to detect a reduction of 33% in past
year IPV, and 90% power to detect a reduction of 38%,
assuming an intracluster correlation (ICC) of 0.035. Even
3
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Randomisation and masking
Over 18 months, women in 66 neighbourhoods were
recruited and the neighbourhood clusters then
randomised in blocks of six as they were enrolled into
the trial. For each block of six neighbourhood clusters,
community randomisation ceremonies were conducted
as a two-stage process that was both participatory and
transparent involving the research team and representatives nominated by members from each of the neighbourhood clusters to be randomised. First, representatives from each of the six clusters were randomly divided
equally into two sets (A and B). This was done by each
representative drawing a folded sheet of paper (with A or
B written on it) from a box. Second, one of the representatives from either A or B was asked to call (heads or tails)
for her set to be allocated to immediate intervention. A
trial team member then tossed a coin to randomly allocate each set of three clusters to either the intervention
or to control (to receive the intervention after the trial).
It was not possible to mask participants or the research
team involved in day-to-day operations and delivery of
the intervention.

Harvey S, et al. BMJ Global Health 2021;6:e004555. doi:10.1136/bmjgh-2020-004555
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MAISHA intervention—Wanawake Na Maisha curriculum.
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Outcome

Questions

Physical IPV (primary)
(yes/no)

Reported that her current or any other partner has done at least one of the following things
to her in the past 12 months:
►► Slapped her or thrown something at her that could hurt her.
►► Pushed her or shoved her or pulled her hair.
►► Hit her with his fist or something else that could hurt her.
►► Kicked her, dragged her or beat her up.
►► Choked or burnt her on purpose.
►► Threatened to use or actually used a gun, knife or other weapon against her.

Sexual IPV (primary)
(yes/no)

Reported that at least one of the following things has happened to her in the past 12
months:
►► Current or any other partner forced her to have sexual intercourse by threatening her,
holding her down or hurting her in some way.
►► She had sexual intercourse when she did not want to because she was afraid that her
partner would hurt her or someone she cared about if she refused.
►► She had sexual intercourse when she did not want to because she was afraid that her
partner would leave her or take another girlfriend if she refused.

Emotional abuse*
(yes/no)

Reported that her current or any other partner has done at least one of the following things
to her in the past 12 months:
►► Insulted her or made her feel bad about herself
►► Belittled or humiliated her in front of other people.
►► Done things to scare or humiliate her on purpose (eg, by the way he looked at her, by
yelling and smashing things).
►► Verbally threatened to hurt her or someone she cares about.

Disclosure of IPV (among women Reported that she has told someone within the past 12 months about her partner’s
who physical and/or sexual IPV behaviour (violence/abuse) towards her.
in the past 12 months)
(yes/no)
Attitudes accepting of IPV
(yes/no)

Reported that she ‘strongly agrees’ or ‘agrees’ that a man has good reason to hit his wife in
at least one of the following scenarios:
►► She does not complete her household work to his satisfaction.
►► She disobeys him.
►► She refuses to have sexual intercourse with him.
►► She protests because he has other girlfriends.
►► He suspects that she is unfaithful in marriage.
►► He finds out that she has been unfaithful in marriage.

Believes a woman should
Reported that she ‘strongly agrees’ or ‘agrees’ with the statement:
tolerate violence in order to keep ‘A woman should tolerate violence in order to keep her family together’
her family together
Believes IPV is a private matter
Reported that she ‘strongly agrees’ or ‘agrees’ with the statement:
‘Violence between husband and wife is a private matter and others should not intervene.’
*High intensity emotional abuse defined as having experienced at least one of the items many times in the past 12 months.
IPV, intimate partner violence.

with an ICC of 0.05, the trial would have 80% power to
detect a reduction in past year physical IPV of 35%.
Data management and statistical analyses
All data collected at baseline and at follow-
up were
recorded directly onto tablet computers with in-
built
checks to minimise missing or erroneous data. At the
end of each day, data were uploaded from the tablet
computers to a secure database and checked by the data
manager. Data queries were sent to the field team leader
6

to be resolved with the data collectors. Data analysis
was performed using STATA V.16 following a prespecified analysis plan (online supplemental material 1), by
analysts who were blind to cluster allocation. The primary
analysis was conducted following the intention-to-treat
(ITT) principle, whereby participants were analysed
according to the trial arm to which they were randomly
allocated, irrespective of whether or not they participated
in the intervention (or control) activities. All participants
Harvey S, et al. BMJ Global Health 2021;6:e004555. doi:10.1136/bmjgh-2020-004555
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Table 1 Questions used to construct primary and secondary outcomes assessed at 29 months postrandomisation (24
months postintervention)
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Changes to the protocol
There were three amendments to the trial protocol
described in detail elsewhere.13 Briefly, these were: (1)
outcome assessments, originally planned at 17 months
postrandomisation (12 months postintervention), were
extended to 29 months postrandomisation (24 months
postintervention) to allow comparability with the IMAGE
trial results; (2) the original trial design was to invite male
partners of trial participants to participate in a similar
intervention designed for men. In light of poor accrual
and poor participation in the intervention by enrolled
men, the trial design was revised to include only women;
and (3) the primary outcome was changed as previously
described.
Participant and public involvement
The design of the MAISHA study was inspired by IMAGE
and aimed to address questions raised by the trial in
South Africa. Although there was not specific public
involvement in development of the research question
and outcomes, discussions were held with local community leaders and representatives about the purpose of the
Harvey S, et al. BMJ Global Health 2021;6:e004555. doi:10.1136/bmjgh-2020-004555

study. Throughout the trial, the research team worked
in collaboration with local community leaders to identify
neighbourhoods across the city in which to form groups.
Within each neighbourhood, the research team worked
closely with local leaders to identify and invite women to
local community information meetings about the study.
The process of randomisation was a participatory process
that involved participant representatives to ensure transparency in allocation of neighbourhoods to each arm of
the trial.
Community advisory committees were established
comprising local leaders, religious leaders, trial participants and other relevant stakeholders. These committees met regularly to facilitate effective communication
between the research team and study communities, and
to ensure that any concerns from members of the community were addressed promptly. The COVID-19 pandemic
has impacted on dissemination activities, however the
MAISHA team continues to work with the community
advisory committees on plans to safely disseminate the
trial results to participants and stakeholders in Tanzania.
RESULTS
Between September 2015 and February 2017, we identified 81 neighbourhoods and sought approval from local
leaders to conduct research activities. Research activities
were discontinued in 15 neighbourhoods when it became
apparent that high numbers of women were members
of formal microfinance loan schemes (n=12 neighbourhoods) or there were insufficient numbers of women who
wished to take part (n=3 neighbourhoods). Across the
remaining 66 neighbourhoods, 1912 women attended
the information meetings. Of these, 1478 expressed
interest in participating and were assessed for eligibility,
of whom 1265 were ultimately enrolled (figure 3). A
baseline interview was completed prior to randomisation
by 1248 (99%) women. Between May 2018 and August
2019, 551 (88%) women in the intervention arm and
575 (90%) women in the control arm also completed the
follow-up interview and were included in the ITT analysis
(figure 3). There was no difference in baseline characteristics between women included in the ITT and those lost
to follow-up.
Table 2A shows the baseline characteristics of participants by trial arm. The mean age of women was similar
in both arms, around 33 years. Almost all participants
(n=1123, 99.8%) reported having had a partner (regular
or casual) at some point in their lives, with most married/
living as married at baseline (80%–81%). The two arms
were broadly similar, although there was a slight difference in education, with control arm women more likely
to have attended secondary or higher education (22% vs
19%). In addition, control arm women reported higher
median monthly income compared with intervention
arm women (table 2A). Table 2B shows participants’ baseline reports of IPV and attitudes by trial arm. At baseline,
control arm women were more likely to have reported
7
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who provided both baseline and follow-
up data were
included in the analysis, to allow for adjustment of baseline characteristics. The crude intervention effect, odds
ratio (OR) with 95% CI, for each outcome was estimated
using a logistic regression model with random intercepts
for neighbourhood cluster (unit of randomisation) to
account for the clustered nature of the data. Adjusted
ORs (aORs) were estimated in the same way, except the
models included terms for age (modelled as a linear
effect), baseline measure of the respective outcome, and
education (secondary/higher vs primary/none).
In a real-world setting, it is inevitable that participants
will not be able to attend every session. As for the previous
MAISHA trial, we considered attendance at seven or
more sessions would constitute a good “dose” of the
intervention. We, therefore, performed a per-protocol
analysis in which we restricted the analysis to intervention arm women who attended seven or more intervention sessions, and propensity score matched control arm
women. Dose response effects on attitudinal outcomes
were further explored by adding number of intervention sessions (as a linear term) to the logistic regression
model used for the primary analysis.
We also conducted several sensitivity analyses to assess
the robustness of the primary analysis: (1) adding a
random intercepts term for interviewer to control for
possible heterogeneity in outcome reporting between
interviewers; and (2) including all participants who
completed the baseline questionnaire, using multiple
imputation to simulate missing endline data. Since
the trial commenced, more sophisticated measures of
emotional/psychological abuse have been proposed. We,
therefore, conducted a sensitivity analysis with a measure
of ‘high intensity psychological abuse’18 in addition to
the original prespecified measure (table 1).

BMJ Global Health

Trial profile. ITT, intention-to-treat.

past year sexual IPV (23% vs 19%) but were less likely to
have attitudes accepting of IPV compared with intervention arm women (51% vs 58%)(table 2B). The ICC for
baseline past year physical IPV was 0.0230 (SE 0.0211)
and for past year sexual IPV 0.0001 (SE 0.0172).
Of the 551 intervention women, 85% (n=466) participated in at least seven of the 10 intervention sessions.
In Table 3A, we present the results of the ITT analyses.
At follow-
up, past year physical IPV was reported by
21% of intervention arm women and 20% of control
arm women. The aOR was 0.98 (95% CI 0.72 to 1.33,
p=0.892). In addition, past year sexual IPV was reported
by 20% of intervention arm women and 21% of control
arm women. The aOR was 0.98 (95% CI 0.72 to 1.32,
p=0.881). With respect to secondary outcomes, there
was evidence of an impact on past year emotional abuse,
which was reported by 39% of intervention arm women
compared with 45% of control arm women (aOR 0.74,
95% CI 0.56 to 0.98, p=0.035). Furthermore, there was
also evidence of impact on attitudes accepting of IPV
(aOR 0.49, 95% CI 0.36 to 0.66, p<0.001), the belief that
a woman should tolerate violence in order to keep her
family together (aOR 0.48, 95% CI 0.34 to 0.66, p<0.001),
and the belief that IPV is private matter and others should
not intervene (aOR 0.54, 95% CI 0.38 to 0.78, p=0.001).
Among the women reporting past year physical or sexual
IPV, results are suggestive of decrease in odds of disclosure of IPV in the intervention arm, however, the CI is
wide, and inference is severely limited by the restricted
sample size for this outcome (table 3A).
Measures of effect were not affected by inclusion of a
random intercepts term for interviewer online supplemental table S1), or when multiple imputation was
used to impute missing outcome data for participants
who only completed the baseline questionnaire (online
supplemental table S2). In contrast to when the prespecified measure of emotional abuse was used, there was
8

less evidence of an impact on emotional abuse using the
‘high intensity’ measure (aOR 0.79, 95% CI 0.55 to 1.12).
As with the ITT analysis, there was no impact on the
primary outcomes when the analysis was restricted to
women who participated in seven or more sessions and
propensity scored matched controls (per-protocol analysis, Table 3B). While intervention impacts on the attitudinal outcomes were similar in this ‘high-dose’ group to
those observed in the ITT analysis, the effect on emotional
abuse was slightly stronger in the high dose group (aOR
of 0.65, 95% CI 0.48 to 0.87, p=0.004), (table 3B). We
found no evidence of a dose response effect on attitudinal outcomes among intervention arm women who
attended one or more sessions (online supplemental
figures S1-3 and table S3).
There were no reports that participation in the trial had
led to new episodes of violence or worsening of ongoing
violence and abuse. The trial team provided assistance
to 43 women who wished to seek help and support for
ongoing IPV and abuse.

DISCUSSION
In this trial, we found no evidence of an impact on either
reported past year physical or sexual IPV among women
who participated in the MAISHA intervention. There was,
however, evidence of a reduction in past-year emotional
abuse, and intervention women were much less likely to
express attitudes accepting of IPV, express beliefs that
IPV is a private matter, or that a woman should tolerate
IPV in order to keep her family together.
The lack of an effect on past-year physical IPV is in
contrast to the findings of a previous trial we conducted
evaluating the impact of the MAISHA social empowerment intervention among women taking part in a formal
microfinance scheme (MAISHA CRT01), where physical
Harvey S, et al. BMJ Global Health 2021;6:e004555. doi:10.1136/bmjgh-2020-004555
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Intervention (N=551)
n (%)

Characteristic

Control (N=575)
n (%)

Age (years)

Mean (SD) (range)

33.2 (8.1) (20–50)

33.0 (8.0)(18–50)

Marital status

Married

445 (81%)

461 (80%)

 

Divorced/separated

52 (9%)

62 (11%)

 

Widowed

26 (5%)

26 (5%)

 

Never married

28 (5%)

26 (5%)

Partnered in past year

 

503 (91%)

527 (92%)

Highest level of education completed

None/incomplete primary

100 (18%)

114 (20%)

 

Completed primary

344 (62%)

336 (58%)

 

Attended secondary/higher 107 (19%)

125 (22%)

Partner’s age (years)

Mean (SD) (range)

39.4 (9.5)(22–68)

39.6 (9.6)(20–77)

Partner’s education

None/incomplete primary

45 (8%)

36 (6%)

 

Completed primary

332 (60%)

331 (58%)

 

Attended secondary or
higher

153 (28%)

178 (31%)

 

Unknown

19 (3%)

29 (5%)

No of children
(<18 years)

None

24 (4%)

29 (5%)

 

1–2

186 (34%)

234 (41%)

 

3–4

225 (41%)

213 (37%)

 

5+

116 (21%)

99 (17%)

Household experienced financial hardship in past year

385 (65%)

344 (60%)

Respondent worked for money during past 12 months

443 (80%)

461 (80%)

Respondent’s monthly income (Tanzanian shillings) Median
(IQR)

88 000*
(55 000 to 154 000)

110 000†
(55 000 to 195 000)

*Equivalent to approximately US$38 (US$24 to US$66).
†Equivalent to US$47 (US$24 to US$84).

Table 2B Baseline reports of intimate partner violence, and attitudes and beliefs among ever-partnered participants included
in the intention-to-treat analysis, by trial arm
Intervention (N=549)*
n (%)

Control (N=574)
n (%)

 Ever

320 (58%)

325 (57%)

 Past year

141 (26%)

140 (24%)

 Ever

215 (39%)

239 (42%)

 Past year

105 (19%)

130 (23%)

 Ever

407 (74%)

406 (71%)

 Past year

249 (45%)

252 (44%)

Type of intimate partner violence/abuse
Physical

Sexual

Emotional

Disclosed violence in past year (among those experiencing physical/sexual IPV 138/187 (74%)
in past year)

147/203 (72%)

Attitude/belief

(N=551)

(N=575)

Attitudes accepting of IPV

319 (58%)

296 (51%)

Believes a woman should tolerate violence in order to keep her family together 496 (90%)

497 (86%)

Believes IPV is a private matter and others should not intervene

64 (12%)

69 (12%)

*Three women (intervention n=2, control n=1) reported at baseline never being partnered, so excluded from the analysis.
IPV, intimate partner violence.
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Table 2A Baseline characteristics of participants included in the intention to treat analysis, by trial arm
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Type of intimate partner violence/abuse

Intervention
(n=550)*
N (%)

Control
(n=575)
N (%)

Physical (primary)

113 (21%)

Sexual (primary)

Crude OR (95% CI) p
value

Adjusted OR
(95% CI) p value

117 (20%)

 1.1 (0.75 to 1.36)
 0.934

0.98 (0.72 to 1.33)
0.892

109 (20%)

121 (21%)

0.93 (0.69 to 1.26)
0.648

0.98 (0.72 to 1.32)
0.881

Emotional

216 (39%)

259 (45%)

0.79 (0.61 to 1.03)
0.079

0.74 (0.56 to 0.98)
0.035

 

n=170

n=177

 

 

Disclosed IPV in past year (among those
experiencing physical/sexual IPV in past year)

118 (69%)

135 (76%)

0.71 (0.44 to 1.14)
0.151

0.75 (0.46 to 1.21)
0.239

Attitude/belief

(n=551)

(n=575)

 

 

Attitudes accepting of IPV

282 (51%)

373 (65%)

0.56 (0.42 to 0.74)
<0.001

0.49 (0.36 to 0.66)
<0.001

Believes a woman should tolerate violence in
order to keep her family together

82 (15%)

148 (26%)

0.50 (0.37 to 0.69)
<0.001

0.48 (0.34 to 0.66)
<0.001

Believes IPV is a private matter and others should
not intervene

58 (11%)

100 (17%)

0.56 (0.39 to 0.81)
0.002

0.54 (0.38 to 0.78)
0.001

*One woman reported never being partnered so excluded from the analysis.
IPV, intimate partner violence.

Table 3B Intervention impacts on primary and secondary outcomes among those attending seven or more intervention
sessions, compared with controls matched on propensity for high intervention attendance*

Type of intimate partner violence/abuse

Intervention
(n=464)
N (%)

Control (n=464)
N (%)

Adjusted OR‡
Crude OR† (95% CI) (95% CI)
P value
P value

Physical

95 (20%)

98 (21%)

0.96 (0.70 to 1.32)
0.808

0.96 (0.69 to 1.34)
0.812

Sexual

91 (20%)

98 (21%)

0.92 (0.65 to 1.29)
0.616

0.97 (0.70 to 1.36)
0.873

171 (37%)

214 (46%)

0.68 (0.51 to 0.90)
0.008

0.65 (0.48 to 0.87)
0.004

0.76 (0.45 to 1.29)
0.305

0.80 (0.47 to 1.38)
0.425

 

 

Emotional
Disclosed violence in past year (among those
experiencing physical/sexual IPV in past year)

99/142 (70%)

109/145 (75%)

Attitude/belief
Attitudes accepting of IPV

235 (51%)

296 (64%)

0.57 (0.42 to 0.78)
<0.001

0.51 (0.37 to 0.71)
<0.001

Believes a woman should tolerate violence in
order to keep her family together

69 (15%)

123 (27%)

0.48 (0.34 to 0.69)
<0.001

0.47 (0.33 to 0.67)
<0.001

Believes IPV is a private matter and others should
not intervene

48 (10%)

84 (18%)

0.52 (0.35 to 0.78)
0.001

0.52 (0.35 to 0.77)
0.001

*Propensity score predicted based on a logistic regression model fitted to women in the intervention arm, with 7+ sessions as the
dependent variable and independent variables comprising baseline measures of cluster size, age, religion, marital status, highest level
of education attended, number of children, experience of sexual and/or physical IPV (never/ ever but not past yr/ past year), past year
experience of controlling behaviour, and poor mental health.
†Crude OR point and interval estimates and p value are from a logistic regression with cluster-level random intercepts but no
adjustment for baseline covariates.
‡Adjusted OR point and interval estimates and p-value are from a logistic regression with cluster-level random intercepts and
adjustment for baseline measure of outcome (Y/N/NA), secondary or higher education (Y/N) and age (linear).
IPV, intimate partner violence.

IPV was reduced by around a third.12 There are several
potential reasons for these contrasting findings.
First, important differences in the underlying risk
factors for IPV of the two trial populations could explain
10

the different intervention effects observed. Women
(and their partners) in the current trial were on average
younger than those in the previous trial (women’s mean
age at baseline 33.1 years, (SD 8.1 years) vs 39.6 years,
Harvey S, et al. BMJ Global Health 2021;6:e004555. doi:10.1136/bmjgh-2020-004555
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Table 3A Intention-to-treat analysis of intervention impact on primary and secondary outcomes reported 29 months
postrandomisation among ever partnered women
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resources is also a driver of IPV risk, limiting women’s power
within relationships as well as their ability to leave abusive
relationships. Women in the current trial were not participating in formal microfinance, were less likely than those in
the previous trial to report personally earning money (80% vs
97%), and where they did so their income was lower (median
of 110 000 vs 220 000 Tanzanian shillings per month). Starting
from a point of greater financial independence from their
male partners, the MAISHA intervention may have enabled
women in the previous trial to enact change within their relationships. For women in the current trial, however, greater
economic dependence on male partners might have limited
the extent to which they were able to translate changes in
personal ‘empowerment’ into relationship-level change.
Given the ways in which poverty increases women’s
vulnerability to IPV, there has been considerable research
focused on economic interventions to prevent women’s
experience of IPV.7 Much of the research addresses whether
economic interventions alone are sufficient to reduce IPV,
or whether they should be delivered in combination with
social empowerment or gender transformative interventions. The evidence indicates that programmes combining
economic strengthening with social empowerment for
women tend to lead to positive outcomes,7 27 with cash
transfer interventions more consistently linked to reductions in IPV than microfinance interventions for which the
evidence is more mixed.28 The related but conceptually
opposite question of whether social empowerment interventions alone can work in the absence of economic interventions, has received less attention. This trial suggests that
a social empowerment intervention alone for women is not
sufficient to reduce IPV. However, we cannot comment on
whether these results can be generalised to other women
in Tanzania. For example, women in higher socioeconomic groups.
It is possible that we might have seen an intervention
effect on physical and sexual violence if male partners
had also participated in the intervention, as originally
planned. There is good evidence that couples’ interventions, which are well designed and well implemented,
are effective in reducing IPV against women.7 Such interventions require careful consideration of the population
being targeted, including understanding how masculinities operate and are related to IPV perpetration in
specific contexts.26
The MAISHA intervention had a considerable impact
on women’s attitudes and beliefs about violence. Although
we cannot exclude the possibility of social desirability bias,
it is worth noting anecdotal evidence from the field team
suggesting that women seemed more confident about challenging violence in their communities.
Similar to the previous MAISHA trial and other trials,15
there was no effect on sexual IPV in this trial. We did not
assess women’s acceptance of sexual IPV, however, social
norms supporting sexual entitlement of men are deeply
entrenched in Tanzania. The lack of impact on sexual IPV in
both MAISHA trials indicates the need to engage more with
men. Although they did not refer to sexual IPV explicitly,
11
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(9.5 years)), and reported higher levels of past year physical and/or sexual IPV at baseline (35% vs 26%). Another
key difference between the two populations is level of
education, which is well-recognised as a risk factor for
IPV.19 Overall, participants in the current trial were less
educated with 19% having received no education or
incomplete primary education compared with 14% of
CRT01 participants.12 Having less formal education does
not seem to have impacted on women’s participation in
the intervention; the facilitators reported that women
were very engaged and interactive during the sessions.
However, they may have faced more challenges in implementing changes at home to reduce violence.
Second, participants in the previous trial were recruited
and participated in the MAISHA intervention in their pre-
established microfinance groups. It is likely, therefore, that
they had already developed strong social ties with their fellow
group members. Evidence suggests that social capital, such
as that gained through group membership, may provide
women with some forms of protection, as well as the confidence to address physical IPV.20 It is possible that this support
combined with a slightly higher level of formal education,
meant that these women were already further along a trajectory of empowerment at the outset of the trial, that is, thinking
about and challenging social norms that promote gender
inequalities.21 Conversely, for the current trial, women
living in the same neighbourhood were formed into groups
specifically for the purpose of the intervention, and may not
have had pre-existing social ties with other group members.
Perhaps these women needed more time to bond as a group
and develop social trust and solidarity before participating in
the MAISHA intervention. Even so, we are aware that there
were tensions within some of the microfinance groups over
the collective responsibility for individual debt, which sometimes impacted negatively on group cohesiveness.
Third, in addition to being less educated than women
in the previous trial, other indicators suggest that women
in the current trial experienced greater levels of poverty.
They were more likely to report household economic hardship, as measured by difficulty in covering basic household
needs such as food and medicine (62% vs 47%). The relationship between poverty and women’s experience of IPV is
complex and the evidence suggests multiple ways in which
poverty drives IPV both directly and indirectly.19 Indirectly,
growing up in poverty increases the likelihood of experiencing recognised risk factors for IPV, including poorer
educational outcomes, and adverse childhood experiences such as physical, sexual and emotional abuse, and
neglect.22 23 More directly, high levels of stress in households
struggling to manage scarce resources, can lead to conflict
and violence.24 25 A number of studies have demonstrated
associations between food insecurity (an indicator of acute
poverty) and women’s experience of IPV.19 23 26 Any effects
of the MAISHA intervention may not have been sufficient to
counteract these additional stressors present in the current
trial.
Fourth, as well as overall levels of household poverty,
women’s lack of access to and control over economic
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blinded to trial allocation. Baseline data enabled us to adjust
for baseline imbalances between the trial arms (according to
the pre-specified analysis plan). The mixed-methods design
of the trial, utilising quantitative and qualitative approaches,
will allow us to gain a better understanding of the effect of
the intervention, and how it is experienced by participants.
Data from the complementary longitudinal qualitative study
will be invaluable in exploring women’s experiences of the
intervention and format, processes of change, and potential
reasons for its impact or lack of impact on different forms of
violence and abuse.
In summary, IPV is a major problem globally. This trial is
an important addition to the body of evidence on what works
to prevent violence.6 7 It has shown that although this gender
transformative intervention did have a considerable impact
on attitudes and beliefs about violence, and on emotional
abuse experienced by women, it was not sufficient to reduce
physical or sexual IPV. Current evidence indicates positive
outcomes when social empowerment or gender transformative interventions are combined with economic strengthening for women.7 27 However, it is also crucial to engage men
in strategies to prevent all forms of violence against women,
and there is accumulating evidence that couples’ interventions, focussing on transforming gender relations within the
couple, are also effective in reducing women’s experiences
of IPV.7
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the trial participants highlighted the need to include men in
violence prevention interventions.
In contrast to the previous trial there was a reduction in
reports of emotional abuse by intervention arm women
compared with control arm women. This is an encouraging finding given the link between mental ill health and
emotional abuse.29 The overall prevalence of emotional
abuse was high in both MAISHA trial populations; however,
it is not clear why there was an impact of the intervention on
this form of abuse in the current trial but not in the previous
trial. Secondary analyses are underway to explore potential
explanations for the different intervention effects in the two
trials, alongside questions of how mechanisms of change
may have differed in the two trials. These exploratory analyses augmented by rich data from the longitudinal qualitative study of a subsample of trial participants,21 will provide
valuable insights into these results, and provide an opportunity to better understand the potential for the MAISHA
intervention to be transferred and adapted to other settings.
We observed a slightly stronger effect on emotional abuse
when we restricted the analysis to women who attended
seven or more sessions; however, we did not observe any
strengthened impact on other outcomes in this ‘high-dose’
group. This is perhaps unsurprising given the high attendance at sessions, which of itself is encouraging and suggests
the MAISHA intervention is acceptable to women.
There are some limitations. Women who participated
in the trial are among the poorest in Mwanza city, and
the results are possibly not generalisable to women who
are more economically advantaged. Reporting bias is a
concern, particularly as under-reporting of IPV is common.
It is possible that exposure to the intervention might have
increased sensitisation of women to IPV leading to increased
reports of violence among women in the intervention arm,
and thereby an underestimate of the effect size. Given the
nature of the intervention, it was not possible to mask the
research team to group allocation. To reduce the risk of
reporting bias, we assessed outcomes using questions that
are standardised and widely used in violence research11 with
face-to-face interviews conducted by interviewers who had
received extensive training and had not been involved in
implementation of the intervention.
The trial has many strengths. Randomisation of groups
ensured that there was no bias in programme placement.
Women were enrolled from a large number of neighbourhoods across Mwanza city ensuring that the trial was
adequately powered. Engagement with the intervention was
very good and most participants attended at least seven of
the 10 sessions, suggesting that the intervention is acceptable
to women. Retention rates were high for both arms (88%
intervention arm vs 90% control). Although it is possible that
the women lost to follow-up differed from those included in
the analysis, baseline comparisons with the ITT population
do not support this suggestion. Furthermore, the impact of
the intervention remained much the same when those lost
to follow-up were included in the outcomes analysis using
multiple imputation. Data were analysed following the ITT
principle and a pre-specified analysis plan, with data analysts
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Figure S3 Observed log odds of the outcome, belief that violence is a private matter,
plotted against number of intervention sessions attended (blue circles), and the modelled
(unadjusted) linear dose-response relationship (red line)
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Table S3 Analysis of linear dose-response relationship between number of intervention
sessions attended and effect on the three binary attitudes outcomes, among those in the
intervention arm who attended at least one session (N=541)
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1. Trial protocol
Harvey S, Lees S, Mshana G, Hansen C, Abramsky T, Watts C, Kapiga S. A cluster randomized controlled trial
to assess the impact on intimate partner violence of a 10-session participatory social empowerment intervention
for women in Tanzania (MAISHA CRT02): study protocol. Available at:
http://strive.lshtm.ac.uk/system/files/attachments/MAISHA%20CRT02%20study%20protocol%20paper_final.p
df
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2. Participant information and consent form
Version 1.4 (3 September 2018)
INTRODUCTION
We are conducting research on an important issue related to health and healthy relationships. We would like to
find out if you are interested to participate in this project. This research is being conducted by the National Institute
for Medical Research (NIMR) Mwanza centre and the Mwanza Intervention Trials Unit (MITU) in collaboration
with the London School of Hygiene and Tropical Medicine (LSHTM). We have been approved to conduct this
research by the Tanzania Ministry of Health and Social Welfare and by the London School of Hygiene and
Tropical Medical ethics committee.
This form provides information about the study procedures. After reading and talking about the information
provided with the study staff, you will be able to decide whether you want to take part in this study. If you decide
to take part, we will ask you to sign this consent form.
Please note that:
• Your decision to take part is entirely voluntary. It is completely up to you to decide whether to take part in
this project.
• You may decide not to take part, and not lose any of your rights or benefits such as the standard medical care
you usually receive.
• If you decide to take part, you may drop out at any time, for any reason, without losing any rights or benefits.
WHAT IS THE PURPOSE OF THE STUDY?
The purpose of this study is to explore ways to improve relationships and health more generally. In this study,
groups of women living in different neighbourhoods in Mwanza City will be selected to take part. These groups
of women will be then be divided, without following any specific order (i.e. by chance), to either receive training
on gender issues using methods which allow active participation during the training sessions, or not receiving
such training.
After two years of implementing these activities, we will assess the impact on relationships for the women in the
study as well as other health related outcomes. We will also measure changes on the ability of women to have
control over their everyday lives, and the economic and health benefits. We will also assess the cost of
implementing these activities against their effectiveness.
RESEARCH PROCEDURES
If you decide to participate, you will be asked to take part in the following study procedures. You are free to
withdraw from any of these procedures at any time:
1. Preparation group meetings
You have been asked to attend three group meetings with up to 30 to 40 other women living in your
neighbourhood. At the first meeting you were provided with an explanation of the study. During the second
meeting, you will receive this form and research staff will go through it with you and explain the study procedures
in detail. During the third meeting you will have time to ask any questions you might have from reading this form
and if you are willing to participate in this study will be asked to sign this form. At this third meeting, you and
the other women in the group will be asked to elect a chairperson who will represent your group and communicate
with the research team in case of any concerns or issues that might be arising.
Every group of women that takes part in this study has the chance to be allocated to take part in the activities
discussed above. A meeting will be held where your chairperson will draw a card from a box which contains all
activities. This card will decide which activities your group will take part in.
Please also note all those who agree to participate in this study will be interviewed at the beginning and towards
the end of the study. Participation by your group in any of the activities will be determined by chance. This
means that your group will have equal chance of taking part in any of the activities described under (2) below.
2. Study activities
The activities you could be taking part in may be one of the following:

3

Harvey S, et al. BMJ Global Health 2021; 6:e004555. doi: 10.1136/bmjgh-2020-004555

Supplemental material

•

BMJ Publishing Group Limited (BMJ) disclaims all liability and responsibility arising from any reliance
placed on this supplemental material which has been supplied by the author(s)

BMJ Global Health

Your group will be provided with 10 training sessions covering important issues such as the role of women
in your community, (domestic) violence, HIV and other health related issues at a place and time convenient
to all the group members. The 10 sessions will be over 5 to 6 months and each session will take about 1 to 2
hours. All women in these groups will be asked to attend an interview before and after the training sessions.

OR
•

Your group will only be asked to attend two interviews at the beginning of the study and towards the end
(first interview and second interview).

1.
First Interview
After the third preparation meeting, if you have consented to be part of the study, a researcher will visit you at an
agreed location and conduct an interview. You will be asked a series of questions about yourself, your health and
your personal experiences in relationships.
This interview will be held by a trained interviewer and at a place convenient to you. Everything you tell us will
be kept confidential. At any time during the interview you can refuse to answer questions or withdraw from the
interview. As the interview will take between one and two hours to complete, you may also ask for a break if you
are tired or something requires your immediate attention. This interview is very important for this study and if
you agree to participate in this study you also agree to be interviewed.
3. Second interview
You will be contacted about 29-30 months after you agreed to join the study to be interviewed for a second time.
Similar to the first interview, you will be asked a series of questions about the same topics. The purpose of this
interview is to see if there have been any changes in your life. As for the first interview, this interview will be
conducted at a place convenient to you and all your answers will be kept confidential and you may refuse to
answer if you are not comfortable with some questions. This second interview will also take about one to two
hours to complete. Again, this interview is very important and if you agree to take part in this study you also agree
to this second interview.
4. Other interviews
You may be asked at any time during the study to attend an individual or group interview or other activities such
as mapping your community or making a photographic record of your community in order to better understand
your knowledge and perceptions of healthy relationships and what you think about the activities you are taking
part in. If you are invited to attend other interviews you will be provided with a full explanation and you will sign
a separate consent form. It is important to know that your participation in this study does not oblige you to take
part in these other activities and interviews.
RESULTS OF THE STUDY
After we have completed the study and analyzed the information, we will inform you of the outcomes of the study
through meeting(s) to be organized in Mwanza city. We will also inform local and national government of the
findings. Depending on the outcome of the study, further gender training sessions might be provided to those who
have not yet participated in the training.
HOW WILL THE INFORMATION I GIVE BE KEPT PRIVATE?
All information collected in this study will be kept securely and confidential in a locked location. Your name and
details will not be recorded on the notes written during the discussions. Analysis will only be done using the
study number and your identity will remain private and confidential, unless we are required by law to release the
information. Reports about the study and results will be presented to the organizations that are working together
for this study and at scientific meetings. Results of this study may also be published in scientific journals. All
presentations and publications of the findings of this study will not include any information which allows you to
be identified as one of the study participants.
WHAT ARE THE RISKS, STRESS OF DISCOMFORT OF TAKING PART IN THIS STUDY?
We do not expect that you will experience any harm by taking part in this study. However, some of the questions
may be sensitive and you may feel embarrassed to discuss them with other people in the group. You can stop the
interview or withdraw from the study if you feel uncomfortable.
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If you decide you do not want to take part this will not affect this community being offered training on gender
issues in the future. If you have any problems as a result of being in the study then you should discuss this with
one of the persons named below.
WHAT ARE THE BENEFITS OF PARTICIPATING?
For those who are attending the training may benefit from the information about how to improve your relationship
and your health more generally. For those who only attend the interview this study may have no direct benefit to
you, however this research will help us to prepare training activities and materials that are acceptable and that
may bring positive changes to the health of relationships in this community. Therefore, your participation in this
study will provide information which could help you and others in your community in the future. If you are subject
to any violence during the course of the study, the study staff will provide information about available services
within your community and refer you to the services if appropriate.
ARE THERE COSTS ASSOCIATED WITH PARTICIPATING IN THIS STUDY?
There are no costs to you for participating in this study. For those of you who are in the group that will attend
training you will be given a reimbursement of Tanzanian shillings 2,500 at each training session. Everyone else
who participates in the study will receive Tanzanian 8,000 after each interview. This is compensation for your
time, inconvenience and other costs which may be related to your participation in the study.
LENGTH OF PARTICIAPTION
You will be asked to be interviewed around a week after signing this consent form. If you are selected to attend
training this will start around one month after you sign this consent form and will take place up to 6 months. The
second interview will be conducted at some time later in 2017. It is therefore likely that your study participation
will be approximately 30 months.
WHOM CAN I CONTACT IF I HAVE QUESTIONS OR NEED ADDITIONAL INFORMATION?
We would like to answer all your questions. If you have any questions now, please ask us. If you have any
questions later, you can also contact Dr Saidi Kapiga (Principal Investigator of this study and the Scientific
Director of the Mwanza Intervention Trials Unit (MITU)) or Dr Gerry Mshana (Co-Investigator of this study) at
the following address:
Mwanza Intervention Trials Unit
National Institute for Medical Research
P.O. Box 11936
Mwanza, Tanzania
Telephone: 028-250 0019
Mobile: Dr. Saidi Kapiga: number supplied
Dr. Gerry Mshana: number supplied
If at any time you have any questions regarding your rights as a participant in this research study, you may contact
Ms Joyce Ikingura at the address shown below:
Medical Research Coordinating Committee
National Institute for Medical research
P.O. Box 6953
Dar es Salaam, Tanzania
Telephone: number supplied
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AGREEMENT TO JOIN THE STUDY
I have read this form, or had it read and explained to me. I understand the information and was able to ask all
my questions. I have been given a copy of this form.
I voluntarily agree to participate in this study by signing below. If I am illiterate, I agree that a witness will
underwrite and sign on my behalf.

Participant is illiterate
in Swahili

Participant is literate
in Swahili

____
Participant name (print)

Participant signature/Thumbprint

Date

Name of study staff conducting
consent discussion (print)

Study Staff signature

Date

Witness name* (print)

Witness signature*

Date*

(*Needed only if participant is illiterate)
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3. Pre-defined statistical analysis plan
Statistical Analysis Plan
MAISHA Trial Component B (CRT02)
STUDY TITLE: A cluster randomised controlled trial to assess the impact of a 10-session participatory gender
training programme on intimate partner violence (MAISHA CRT02)
FUNDING:

Anonymous donor

DATE:

18th September 2019

WRITTEN BY: Tanya Abramsky and Sheila Harvey in collaboration with the rest of the investigator team, all
at the London School of Hygiene and Tropical Medicine, UK, and Mwanza Intervention
Trials Unit, Tanzania.
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PURPOSE AND SCOPE OF THIS ANALYSIS PLAN
The background for the study and study procedures are described in the final study protocol(1). The purpose of
this analysis plan is to set out in detail the methods to be used for the main analysis of the primary and
secondary outcomes in Component B of the MAISHA trial, and to guide a comprehensive first analysis of these
trial data. It is not the intention that every analysis outlined in this plan will be published, nor is it the intention
that statistical analyses of the MAISHA component B study data will be limited to those listed in this plan.
OVERALL STUDY AIM
The overall study aim is to determine the effect of a social empowerment intervention (the Wanawake Na
Maisha curriculum) delivered to women in small study groups, on their past year experience of intimate partner
violence (IPV) and abuse, as well as their disclosure of, and attitudes towards, IPV and abuse.
INTERVENTIONS
In collaboration with local community leaders, the study team identified neighbourhoods in which to form
women’s groups. Within a neighbourhood, the study team worked with the local leader to identify and invite
women to local community information meetings about the study. Women who were interested in taking part in
the study were then invited to further meetings to receive more information about the study, be assessed for
eligibility (20-50yrs, not formally employed, resident in Mwanza 2 or more years, and fluent in Swahili), and to
undergo informed consent procedures. Eligible women who provided informed consent were invited to join a
neighbourhood group of around 15 to 20 women.
Intervention arm – Wanawake Na Maisha:
Women in the intervention arm groups received the group-based MAISHA intervention following the
Wanawake Na Maisha curriculum. The curriculum comprises 10 sessions of approximately an hour and a half to
two hours each which were delivered by trained female facilitators on alternate weeks, over a 20-week period.
The objectives of the curriculum are for participants to be able to: (1) Identify inequitable and harmful gender
norms that exist in their community, especially those norms that contribute to IPV; (2) explain how abiding by
inequitable and harmful gender norms has health and social costs to women, men, families and the community;
(3) redefine inequitable and harmful gender norms into equitable and healthy alternatives; (4) describe the
characteristics of healthy and unhealthy romantic relationships; (5) explain why controlling and abusive
behaviour is unhealthy in a romantic relationship; (6) explain healthy and unhealthy expressions of power; (7)
identify, set and manage personal boundaries; (8) negotiate division of labour in and outside the home; (9)
communicate using an assertive communication style; (10) identify different forms of violence including
emotional, physical, economic and sexual; (11) explain the impact of intimate partner violence on the health and
wellbeing of women, men, families and communities; (12) give clear sexual consent; (13) prevent, negotiate and
resolve conflict using non-violent means; (14) resist and challenge social pressure to conform to inequitable
gender norms that support violent behaviour; and (15) identify when and how women can obtain support against
violence (e.g., health, social, legal, etc.), if needed.
Control arm:
Groups of women in the control arm were waitlisted to receive the intervention (if shown to have positive
impacts) following completion of study activities.
BLINDING
Due to the nature of the intervention and the clustered design it was not possible to mask the study team to the
treatment allocations. Data analysts will be blinded to allocation.
TRIAL DESIGN
This is a two-arm parallel group cluster randomised controlled trial. Women in 66 newly formed women’s
groups were asked to complete a face-to-face interview at baseline. Randomisation of groups to either the
intervention or the control arm occurred after baseline interviews were conducted. The trial design and
procedures are described in detail in the study protocol(1).
RANDOMISATION
Groups were randomised in blocks of six in a 1:1 ratio to either the control arm or the intervention arm.
Randomisation and allocation was a participatory process involving the study team and a representative from
each of the six groups to be randomised. The representatives were randomly divided into two groups, group A
(n=3 groups) and group B (n=3 groups), by drawing a folded sheet of paper from a box. Groups A and B were
then randomly allocated to either the intervention or control arm by tossing a coin. A study team member tossed
the coin.
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OUTCOMES
Primary outcome:
The two primary outcomes are women’s reported experience of physical IPV and sexual IPV during the past 12
months. They are coded as binary outcomes (Any/None). They are assessed among ever-partnered women via a
face-to-face interview at 29 months post-randomisation (24 months post-intervention) (Table 1).
Secondary outcomes:
The secondary outcomes, also assessed at 29 months post-randomisation (24 months post intervention), which
will be reported in the main trial report are women’s:
• reported experience of emotional IPV during the past 12 months* (Any/None)(2)
• attitudes condoning IPV (Ever justified/Never justified)
• belief that a woman should tolerate violence in order to keep her family together (Yes/No)
• belief that violence is a private matter (Yes/No)
• reported disclosure of violence to others – among those who have experienced physical and/or sexual IPV
during the past 12 months (Disclosed to anyone/no-one)
(Note, the outcomes marked with a * above will be assessed among ever-partnered women only, i.e. women
who have never been in a relationship with a partner will not be included in analyses of these outcomes.)
The emotional abuse outcome as defined in the study protocol(1) (adhered to in this analysis plan) has
increasingly been critiqued by violence researchers as too simple a measure, and alternatives have been
proposed. We will therefore conduct an additional analysis of intervention impact on a newly proposed measure
of ‘high intensity psychological abuse’(2).
All outcomes are binary. Details of how the primary and secondary outcomes are derived are given in Table 1.
Table 1: Outcome measures
Indicator
Items in composite indices
Primary outcomes
Past year experience of Reports that her current or any other partner has done at least one of the
physical IPV (among
following things to her in the past year:
ever partnered women)
• Slapped her or thrown something at her that could hurt her
• Pushed her or shoved her or pulled her hair
• Hit her with his fist or something else that could hurt her
• Kicked her, dragged her or beat her up
• Choked or burnt her on purpose
• Threatened to use or actually used a gun, knife or other weapon against
her
Past year experience of Reports that at least one of the following things has happened to her in the past
sexual IPV (among
year:
ever partnered women)
• Current or any other partner forced her to have sexual intercourse by
threatening her, holding her down or hurting her in some way
• She had sexual intercourse when she did not want to because she was
afraid that her partner would hurt her or someone she cared about if she
refused
• She had sexual intercourse when she did not want to because she was
afraid that her partner would leave her or take another girlfriend if she
refused
Secondary outcomes
Past year experience of Reports that her current or any other partner has done at least one of the
emotional IPV (among following things to her in the past year:
ever partnered women)
• Insulted her or made her feel bad about herself
• Belittled or humiliated her in front of other people
• Done things to scare or humiliate her on purpose (e.g. by the way her
looked at her, by yelling and smashing things)
• Verbally threatened to hurt her or someone she cares about
Past year disclosure of
Reports having told anyone (versus no-one) about her partner’s violent
IPV (among women
behaviour towards her within the past 12 months
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‘Strongly agrees’ or ‘agrees’ (versus ‘disagrees’ or ‘strongly disagrees’) that a
man has good reason to hit his wife in at least one of the following scenarios:
• She does not complete her household work to his satisfaction
• She disobeys him
• She refuses to have sexual intercourse with him
• She protests because he has other girlfriends
• He suspects that she is unfaithful in marriage
• He finds out that she has been unfaithful in marriage
‘Strongly agrees’ or ‘agrees’ (versus ‘disagrees’ or ‘strongly disagrees’) with
the statement: ‘A woman should tolerate violence in order to keep her family
together.’

‘Strongly agrees’ or ‘agrees’ (versus ‘disagrees’ or ‘strongly disagrees’) with
the statement: ‘Violence between husband and wife is a private matter and
others should not intervene.’
Additional emotional abuse outcome (added post-protocol)
Past year experience of Reports that her current or any other partner has done at least one of the
high intensity
following things to her many times (versus less) in the past year:
psychological abuse by
• Insulted her or made her feel bad about herself
a partner (among ever
• Belittled or humiliated her in front of other people
partnered women)
• Done things to scare or humiliate her on purpose (e.g. by the way her
looked at her, by yelling and smashing things)
• Verbally threatened to hurt her or someone she cares about
MEASUREMENT TIMES
Following enrolment into the trial, baseline data were collected from women who had consented to take part.
Randomisation within each block of six groups occurred once all women in the respective six groups had
completed the baseline interview. Following randomisation, the intervention was delivered over 20 weeks (five
months) to women in groups assigned to the intervention arm. Women in both arms were then followed up 29
months post-randomisation. Thus, all outcome data were collected 24 months post-intervention.
POWER AND SAMPLE SIZE
The original sample size calculation was based on a composite outcome of past year physical and/or sexual IPV,
and assumed an estimated prevalence of past year physical and/or sexual IPV of 30% in the comparison arm,
based on data from the WHO multi-country study in Tanzania(3). A sample size of 33 groups per trial arm with
an average of 20 participants per group (allowing for 10% loss to follow-up) would provide 80% power to
detect a relative risk reduction of 30% for past year physical and/or sexual IPV, assuming an intra-cluster
correlation coefficient (ICC) of 0.02. Even with an ICC of 0.04, the trial would have 80% power to detect a
reduction in past year IPV of 33%.
In light of new evidence (see Protocol Amendments in published protocol), the trial management committee
decided that the primary outcome measure of physical and/or sexual IPV should be replaced by physical IPV
and sexual IPV as two separate outcomes. Other trials of violence prevention interventions, including MAISHA
CRT01, have shown greater impacts on physical IPV than on sexual IPV(4, 5) – with the SASA! cluster RCT
hypothesising from the outset that this would be the case(6). New power calculations for this trial were
conducted assuming an estimated prevalence of past year physical IPV of 25% in the comparison arm
(estimated from baseline data). A sample size of 33 groups per trial arm, with an average of 20 participants per
group (allowing for 10% loss to follow-up), will provide 80% power to detect a 33% relative reduction in past
year physical IPV, assuming an ICC of 0.035. With an ICC of 0.05, the trial will have 80% power to detect a
35% reduction in past year physical IPV.
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ANALYSIS POPULATIONS
Intention to treat analysis
The primary analyses will be conducted following the intention to treat principle. All randomised participants
with both baseline and follow-up data will be analysed according to which group they were randomised to,
irrespective of their adherence to the intervention (or control) protocol.
Per-protocol analysis
We will also conduct a secondary per-protocol analysis to estimate intervention effects on the primary and
secondary outcomes among those receiving a high dose of the MAISHA intervention (attendance at 7 or more
sessions). Outcomes will be compared between those receiving a high dose in the intervention arm and
propensity score matched individuals from the control arm.
STATISTICAL ANALYSIS
Descriptive analyses
A single table will be prepared showing the numbers of participants in each cluster who (a) consented to trial
participation, (b) completed the baseline interview, (c) completed the follow-up interview 29 months postrandomisation, (d) are included in the ITT population (have baseline and follow-up data), and (e) are included in
the PP population (attended 7 or more intervention sessions/propensity score matched controls) .
Data collected in the follow-up questionnaire will be described using summary statistics in a set of tables and
presented separately by trial arm.
Outcome measures
The primary and secondary outcome measures will be summarised, disaggregated by trial arm, in a set of tables
and figurers. Outcome data will also be summarised by cluster and outcome assessor.
Adherence data
Attendance data (for each session, and total number of sessions attended by each participant) will be
summarised (overall and by cluster) in a set of tables and figures.
Assessment of nuisance heterogeneity
Assessment of inter-rater variability
The prevalence of past year physical IPV and past year sexual IPV reported to each assessor will be tabulated,
and the spread investigated and contrasted with the level of spread that would be expected under the assumption
of no heterogeneity.
The number of women interviewed in each trial arm by each outcome assessor will also be tabulated.
Assessment of inter-cluster variability
Heterogeneity across clusters with respect to the primary outcomes will be assessed in a similar fashion and will
include calculation of the intra-cluster correlation coefficients. This, together with the number of participants in
each group, will be used to assess whether the trial was powered as anticipated in our revised power
calculations.
Analysis of intervention effects
ITT analysis of the primary and secondary outcomes
Each outcome will be analysed separately in a logistic regression model with random intercepts for each
randomised group to account for intra-cluster correlation. The model will include a dummy variable to indicate
treatment allocation, and be adjusted for age (included as a continuous covariate), education (binary: above
primary versus primary or below), and baseline measure of the outcome. The treatment effect will be presented
as an odds ratio (with 95% confidence interval).
Sensitivity analysis #1: controlling for outcome assessor
The main primary outcomes analysis described above will be repeated but the model will include one further
random intercepts term to control for heterogeneity between outcome assessors.
Sensitivity analysis #2: missing-data
The main analysis of the primary outcomes will be re-run including all participants who completed the baseline
questionnaire, even if they did not complete the follow-up questionnaire. We will use multiple imputation to
simulate (separately for each treatment arm) missing outcome data (29 months post-randomisation). The
imputation model (using 10 imputations) will include age (continuous term), education (above primary/primary
or below), baseline measure of the outcome, cluster, and (in the intervention arm only) number of sessions
attended.
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Per-protocol analysis
The trial team (comprising researchers and intervention developers) consider participation in seven or more
sessions to constitute a ‘good dose’ of the intervention. We will perform a per-protocol analysis, restricted to
intervention arm women who participated in seven or more intervention sessions, and propensity score matched
control arm women. The same logistic regression model as used for the ITT analysis of intervention effect will
be fitted to this restricted group of participants to estimate the ‘explanatory’ effect of the MAISHA intervention.
Propensity score will be generated based on a logistic regression model fitted to women in the intervention arm,
with 7+ sessions as the dependent variable and independent variables comprising baseline measures of cluster
size, age, religion, marital status, highest level of education attended, number of children, continuity of BRAC
loans over the past 12 months, experience of sexual and/or physical IPV (never/ ever but not past yr/ past yr),
past year experience of controlling behaviour, and poor mental health.
Dose-response effects
Dose response effects on the attitudinal outcomes will be further explored by adding number of intervention
sessions (as a linear term) to the logistic regression model used for the primary analysis.
CONTAMINATION
Steps have been taken to minimise and monitor contamination of the control arm. Women’s attendance at
sessions will be recorded by intervention staff. During follow-up, women will also be asked if they attended
any of the MAISHA curriculum sessions or if they have discussed sessions with intervention arm women.
In the event that contamination is high (>10% of control women reporting attendance at one or more sessions)
we will conduct a supplementary per-protocol analysis where people are analysed according to whether or not
they were exposed to the intervention, regardless of the randomised allocation of their group.
FURTHER EXPLORATORY ANALYSES
A large number of variables was collected in this study. As described above under Purpose and Scope, it is
anticipated that the data will be used to address research questions that are not considered in this analysis plan.
We also plan to conduct comparative analyses between CRT01 and CRT02, the details of which are outlined in
a separate document.
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5. Statistical analysis
The robustness of the primary analysis was further examined through sensitivity analyses by:
1) adding a random intercepts term for interviewer to control for possible heterogeneity in outcome reporting
between interviewers; and
2) including all participants who completed the baseline questionnaire, using multiple imputation to simulate
missing endline data.
Measures of effect were not affected by inclusion of a random intercepts term for interviewer (Table S1), or
when multiple imputation was used to impute missing outcome data for the participants who only completed the
baseline questionnaire (Table S1).
Table S1. Sensitivity analysis of the primary outcomes accounting for heterogeneity in outcome reporting
between interviewers through inclusion of an additional random effect for interviewer
Proportion with the outcome

Physical IPV
Sexual IPV

Intervention
n/N (%)

Control
n/N (%)

113/550
(21%)
109/550
(20%)

117/575
(20%)
121/575
(21%)

Standard deviation for
random effects
Cluster
Interviewer

0.0001

0.194

0.015

0.416

Adjusted*
odds ratio
(95%CI)
0.99 (0.73 –
1.34)
0.99 (0.73 –
1.35)

p-value*

0.934
0.961

n = number of participants with outcome; N = total number of participants; % = n/N*100. * Effects were estimated in a
model identical to the main analysis model for the primary outcome except for the addition of a second random effect to
account for heterogeneity between interviewers in their elicitation of outcomes, i.e. in addition to the interviewer random
effect, the model included cluster-level random intercepts and adjustment for IPV experience at baseline (Y/N), secondary or
higher education (Y/N) and age (linear).

Table S2 Results from the multiple imputation analysis± accounting for missing primary outcome data at
follow-up among the 1247 ever-partnered participants who completed the baseline questionnaire
Outcome

Physical IPV
Sexual IPV

Intervention
(n=618)
Proportion (95%CI)
0.211 (0.177 – 0.245)
0.204 (0.169 – 0.238)

Control
(n=629)
Proportion (95%CI)
0.205 (0.172 – 0.238)
0.214 (0.181 – 0.247)

Adjusted OR*
(95%CI)
p-value
0.98 (0.72 – 1.34)
0.97 (0.72 – 1.30)

±missing

primary outcome data at 29 months post-randomisation were multiply imputed (separately for each treatment
group) using m=10 imputations using an imputation model with the adjustment variables included as covariates along with
IPV at baseline, cluster and (for the intervention arm) number of sessions attended.
* adjusted odds ratio point and interval estimates and p-value are from a logistic regression with cluster-level random
intercepts and adjustment for baseline measure of outcome (Y/N), secondary or higher education (Y/N) and age (linear).
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Figure S1 Observed log odds of the outcome, accepting violence, plotted against number of intervention
sessions attended (blue circles), and the modelled (unadjusted) linear dose-response relationship (red line)

Figure S2 Observed log odds of the outcome, tolerating violence, plotted against number of intervention
sessions attended (blue circles), and the modelled (unadjusted) linear dose-response relationship (red line)
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Figure S3 Observed log odds of the outcome, belief that violence is a private matter, plotted against
number of intervention sessions attended (blue circles), and the modelled (unadjusted) linear doseresponse relationship (red line)

Table S3. Analysis of linear dose-response relationship between number of intervention sessions
attended± and effect on the three binary attitudes outcomes, among those in the intervention arm who
attended at least one session (N=541)
Modelled effect of one
additional intervention
session
Attitudes condoning IPV
Belief a woman should
tolerate violence
Belief that violence is
private

Proportion with outcome
n/N (%)
278/541 (51%)
80/541 (15%)
57/541 (11%)

Crude OR*
(95%CI)
p-value
0.93 (0.85 – 1.02)
P=0.132
0.99 (0.87 – 1.12)
P=0.812
0.93 (0.81 – 1.06)
p=0.295

Adjusted OR**
(95%CI)
p-value
0.92 (0.84 – 1.01)
p=0.087
0.98 (0.87 – 1.11)
p=0.774
0.94 (0.81 – 1.08)
p=0.346

±
Modelled as a linear term ranging from 1-10 for participants in the intervention arm (participants who attended 0 sessions
were excluded)
*Effect estimates and p-value are from logistic regressions with cluster-level random intercepts
** Adjusted for the baseline level of the outcome (Y/N), secondary or higher education (Y/N), and age in years (as a linear
term)
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